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1, James W. Ayres, hereby declare as follows: 

1 I currently am a Distinguished Professor of Biopharmaceutics and Pharmacokinetics 
in the College of Pharmacy at Oregon State University, and a copy of my curriculum vitae is 
attached hereto (Exhibit A). I have authored over eighty peer-reviewed publications, and I am an 
invenlor of several patented technologies, including those described in nine U.S. patents in the 
pharmaceutical and biotechnology fields. 

2. I have reviewed the Office action dated June 3, 2003, concerning patent application 
No. 09/887,318. I also have reviewed U.S. Patent Number 6,183,780 to Van Balken el al. (Van 
Balken) and U.S. Patent Number 6,120,803 to Wong et al. (Wong), as cited by the Examiner 
against this application. 



3. At paragraph 3 on page 5, the Office action cites to Van Balken's text at column 5, 
lines 8-13 for teaching that "sustained-release of a drug is desirable after a predetermined lag 
time." However, the cited language is taken out of context and the Office action's interpretation 
contradicts Van Balken's combined teachings and text. Van Balken's formulations are solely 
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directed to immediate release compositions. The bulk of Van Balken's text from column 4, line 
54 through column 5, line 13 explains how prior art coatings, such as those disclosed in U.S. 
Patent No. 4,798J24 and EP 0655 240, which disclose water-soluble coating materials, are 
unsuitable for Van Balken's formulations. In the cited section, Van Balken teaches that delayed 
immediate release is desired, and that the water-soluble coating materials would provide a 
different release profile, such as sustained release, and are therefore unsuitable. Specifically, 
Van Balken states at column 4, lines 60-62 that "to prevent release of active substance from the 
formulation by means of diffusion o[r] permeation, the coating should not comprise substantial 
amounts of polymeric coating materials that are soluble and/or erodable." Rather than using 
such water-soluble coating materials, Van Balken uses " water-insoluble coating materials." See, 
column 4 5 line 20 (emphasis added). In contrast, claim 1 of the present application features a 
coating comprising a "water-soluble modifier." Thus, Van Balken expressly states that the 
presently claimed coating materials comprising water-soluble modifiers are unsuitable for his 
purposes. 

4. Van Balken further discusses other dosage forms that exhibit release via diffusion or 
permeation rather than Van Balken's desired immediate release profile. For example, at column 
5, lines 4-7, Van Balken describes EP 0655 240 as having a coating that is "eroded, leading to an 
increasing permeability and consequently diffusion of the active substance through the coating." 
Tn contrast, when Van Balken's coating is exposed to gastrointestinal fluids as described at 
column 4, lines 52 and 53, ,f [o]nly the plasticizer leaks away from the coating." Thus, the Office 
action has misconstrued Van Balken's text as teaching that sustained release of a drug is 
desirable. Van Balken actually teaches that sustained release, as apparently would be provided 
by the coating of EP 0655 240, should be avoided. 

5. At page 3 the Office action characterizes Van Balken's core, described at column 3, 
lines 32-45, as including "a small amount of a swellable material." However, this statement is 
taken out of context. The Office action ignores the language at column 3, lines 39-43, which 
states that the composition is chosen in such a way that "an immediate release carrier, having no 
substantial swelling properties is obtained, which means that the composition of the carrier has 
no influence on the lag-time of the system." (Emphasis added) Thus, the core composition as a 
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whole does not swell, despite including a "small amount" of a swellable material. Indeed, at 
column 3, lines 23-25, Van Balken distinguishes the prior art in that "the core of the present 
invention does nol have swelling properties." Van Balken's core does not swell and Van Balken 
teaches that the core should not swell. Tn contrast, rupture of the coating in the presently claimed 
tablets occurs due to swelling of the tablet contents. See, for example, page 17, lines 13-20 of 
the present application as filed, which explains that "after sufficient swelling occurs, the polymer 
film coating ruptures." 

6. At page 6, the Office action incorrectly asserts, with reference to Van Balken's Figure 
19, that "the remnants of a ruptured coating providing a lag-time in the release of a drug, as 
disclosed in Van Balken et ah, would also likely contribute to the gastric retention of a dosage 
form arising from the combined disclosure of the prior art." According to Wong's description of 
the requirements for gastric retention, Van Balken's coating would not contribute to the gastric 
retention time for at least two reasons. First, the remnants of the ruptured coating are not rigid or 
semi-rigid, and thus would not resist the compressive force of stomach contractions. See, Wong 
at column 5, lines .33-39. Second, even if Van Balken ! s coatings were rigid or semi-rigid, Van 
Balken's active ingredient does not remain attached to the coating. See, column 4, lines 13-15, 
"[w]hen the 'cover of the box 1 has been opened, the active substance is immediately released." 
See also, Figure 19C, which is described at column 3, lines 10-12, as depicting the "coating left 
after release of the core containing active substance." Therefore, the coatings used by Van 
Balken are insufficient to provide substantially lengthened gastric retention times. 

7. The Office action states, at page 4, that Wong and Van Balken could be combined "to 
create a dosage form that ensures gastric retention for an extended period of time." Even if this 
were true, such a dosage form would not yield the claimed tablet, because the claimed tablet is 
not retained in the stomach any longer than a conventional dosage form. 

8. The Office action indicates at page 4, lines 5-6 that Wong discusses "platform dosage 
forms." However, Wong uses the term "platform" differently than it is used in the present 
application. Wong appears to use the term in the sense of providing a platform for delivering 
any drug, i.e., as used by Wong, platform means "vehicle." However, the term "support 
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platform" as used in the present application refers to the coating material that remains attached to 
the tablet following rupture of the coating. Thus, the support platform is generated ft, situ. 
Furthermore, Wong's coating is highly water soluble, containing materials such as Methocel A 
1 5 LV Premium and sorbitol, both of which are highly water soluble. See, Wong's Example 8, 
which uses 52 milligrams of a subcoating and 21 milligrams per tablet of an overcoating 
consisting of 80% Methocel and 20% sorbitol. Because Wong's coatings dissolve rapidly in 
gastric fluid, the coatings cannot produce a support platform in sittt. 

9. The Office action asserts, at page 6, that Wong "providefs] for more than one method 
by which the disclosed dosage form can be retained in the stomach." To support this assertion, 
the Office action proposes that a "gastric-emptying delaying agent" as disclosed by Wong could 
be used to coat a tablet, thereby facilitating gastric retention. As noted by Wong, concurrent 
administration of gastric emptying agents delays expulsion of tablets from the stomach, but this 
does not suggest combination of Van BaJken's tab 1 ^components with Wong's components 
Moreover, all of Wong's disclosed examples require swelling sufficient for gastric retention and 
Wong's use of a gastric-emptying delaying agent is solely sunnlem.nt^ to gastric retention due 
to swelling of the dosage form. For example, Wong does not disclose any dosage forms lacking 
swelling properties. Furthermore, at column 15, lines 29-60, Wong discloses that it is preferred 
to administer the "dosage forms of this invention" when "the subject is in the fed state to allow 
time for maximum swelling of the polymer matrix." Thus, the term "dosage form" refers to a 
swellable dosage form. At column 15, lines 61-65, Wong states that gastric-del aymg emptying 
agents can be used to "facilitate retention of the dosage forms of the invention, particularly if L 
dosage form is to be administered to a subject in the fasted state." If the gastric-emptying 
delaying agent alone were sufficient to ensure gastric retention, there would be no need for other 
features disclosed by Wong, such as the insoluble band. Thus, the gastric-delaying emptying 
agents are used to suppress the housekeeping wave until the dosage form can swell adequately to 
be retained in the stomach. 



10. The Office action also asserts that another method of gastric retention is disclosed by 
Wong's F.guros 5-7 and at column 7, lines 53-64. Specifically, the Office action assert, that "a 
polymer matrix tube or ring may be provided, the ends of which would flare outwardly resulting 
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in a larger effective diameter of the dosage form." However, this method still requires polymer 
swelling. See column 7, line 54 " swellable polymer matrix" (emphasis added) and column 7, 
lines 62-64,"the ends of the polymer tube or ring flaring outwardly and swelling to provide a 
larger effective diameter" (emphasis added). Thus, the Office action has misinterpreted the cited 
section of Wong as teaching a swelling independent mechanism for gastric retention. The 
dosage form must swell to be retained in the stomach, and must contact gastric fluid to swell. 

In summary, all of Wong's disclosed embodiments swell so that the dosage form is 
retained in the stomach. The disclosed dosage forms would not be retained in the stomach if 
coated with Van Balken's coating because the polymer matrix would not contact gastric fluid and 
therefore would not swell. 



11.1 hereby declare that all statements made herein of my own knowledge are true and 
that all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under 1 8 U.S.C 1001 and that such willful false 
statements may jeopardize the validity of the application or any patent issued thereon. 
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" Lactobacillus Effects on Cholesterol: In Vitro and In Vivo Effects," J. Dairy Sci., 72, 
2885-2899(1989). 

61 . Huey-Yuh Hsu and James W. Ayres, "Chlorpheniramine Dissolution and Relative 
Urinary Excretion from Commercial Products," J. Pharm. Sci., 78, 844-847 (1989). 
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62. Mohammad Hossain and James W. Ayres, "Variables that Influence Coat Integrity in a 
Laboratory Spray Coater," Pharm. Tech., 72-82 (1990). 

63. M.A. Salih, W.E. Sandine, and J.W. Ayres, "Inhibitory Effects of Microgard on Yogurt 
and Cottage Cheese Spoilage Organisms," J. Dairy Sci., 73, 887-893 (1990). 

64. Mohammad Hossain, Wattauaporn Abramowitz, Barbara J. Watrous, Gregory J. 
Szpunar, and James W. Ayres, "Gastrointestinal Transit of Nondisintegrating, 
Nonerodible Oral Dosage Forms in Pigs," Pharm. Res., 7(1 1), 1 163-1 166 (1990). 

65. N. Al-Zoreky, J.W. Ayres and W.E. Sandine, "Antimicrobial Activity of Microgard 
Against Food Spoilage and Pathogenic Microorganism," J. Dairy Sci., 74, 758-763. 

66. Lewa Khosrari, W.E. Sandine and J.W. Ayres, "Evaluation of a Newly-Formulated 
Bacteriophage Inhibitory Bulk Starter Medium for the Cultivation of Thermophilic 
Lactic Acid Bacteria," Cultured Dairy Products J., pg 4-9, May (1991). 

67. Shun Y. Lin and James W. Ayres, "Calcium Alginate Beads as Core Carriers of 5- 
Aminosalicylic Acid," Pharmaceutical Research, 9(9), 1 128-1 131 1992. 

68. Chandrahaus G. Sahajwalla and James W. Ayres, "Multiple-Dose Acetaminophen 
Pharmacokinetics," J. Pharm. Sci., 80(9) 1991 . 

69. Mohammad Hossain and James W. Ayres, "Pharmacokinetics and Pharmacodynamics 
in the Design of Controlled-Release Beads with Acetaminophen as Model Drug," J. 
Pharm. Sci., 81(5), 444-448 1992. 

70. N. Al-Zoreky, J.W. Ayres and W.E. Sandine, "Characterization of Propioni Bacterial 
Growth Metabolites Inhibitory for Gram Negative Bacteria," Cultural Dairy Products 
Journal, May 1993, pp. 4-13. 

71. W.E. Whitehead, J.W. Ayres and W.E. Sandine, "Symposium: Recent Developments in 
Dairy Starter Cultures: Microbiology and Physiology," J. Dairy Sci., 76, 2344-2353 
(1993). 

72. Beom-Jin Lee, Keith A. Parrott, James W. Ayres and Robert L. Sack, "Preliminary 
Evaluation of Transdermal Delivery of Melatonin in Human Subjects," Res. Comm. 
Molecular Path. Pharmacol., 85(3), 337-346 (1994). 

73. J. Konsil, K.A. Parrott, and J.W. Ayres, "Development of a Transdermal Delivery 
Device for Melatonin-In Vitro Study," Drug Development Industrial Pharmacy, 21(12), 
1377-1387 (1995). 

74. Beom-Jin Lee, Keith A. Parrott, James W. Ayres, and Robert L. Sack, "Design and 
Evaluation of an Oral Controlled Release Delivery System for Melatonin in Human 
Subjects," Int. J. Pharmaceutics, 124, 1 19-127 (1995). 
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75. Mohammad Hossain and James W. Ayres, "Relative Bioactivity of a Novel Sustained- 
Release Acetaminophen Molded Tablet," Int. J. Pharmaceutics 133, 223-235 (1996). 

76. Xintain Ming, George H. Weber, James W. Ayres and William E. Sandine, 
"Bacteriocins Applied to Food Packaging Materials to Inhibit Listeria monocytogens on 
Meats," J. of Food Sci., 62(2), 413-415 (1997). 

77. L. Benes, B. Claustrat, F. Horriere, M. Geoffriau, J. Konsil, K.A. Parrott, G. DeGrande, 
R.L. McQuinn, and J.W. Ayres, "Transrnucosal, Oral Controlled-Release, and 
Transdermal Drug Administration in Human Subjects: A Crossover Study with 
Melatonin," J. of Pharm. Sci, 86(10), 1115-1119(1997). 

78. Joyce T. Chou, Philippe A. Rossingnol, and James W. Ayres, "Evaluation of 
Commercial Insect Repellents on Human Skin Against Aedes aegypti (Diptera: 
Culicidae)," J. of Med. Entomology, 34(6), 624-630 (1997). 

79. Jacqueline Wardrop and James W. Ayres, "Bioequivalence of a Novel 
Amoxicillin/Clavulanate Chewable Tablet Formulations," Research Communications in 
Pharmacology and Toxicology, 2(3), 175-191 (1997). 

80. Beom-Jin Lee, Seung-Goo Ryu, Han-Gon Choi, Chong-Kook Kim, Keith A. Parrott, 
James W. Ayrs, and Robert L. Sack, "Batch Variation and Pharmacokinetics of Oral 
Sustained Release Melatonin-loaded Sugar Spheres in Human Subjects," Arch. Pharm. 
Res. 20(6), 555-559 (1997). 

81. Beom-Jin Lee, Han-Gon Choi, Chong-Kook Kim, Keith A. Parrott, James W. Ayrs, and 
Robert L. Sack, "Solubility and Stability of Melatonin in Propylene glycol and 2- 
Hydroxypropyl- -cyclodextrin Vehicles," Arch. Pharm. Res. 20(6), 560-565 (1997). 

82. Syed A. Altaf, Stephen W. Hoag, and James W. Ayres, "Bead Compacts. I. Effect of 
Compression on Maintenance of Polymer Coat Integrity in Multilayered Bead 
Formulations," Drug Development and Industrial Pharmacy 24(8), 737-746 (1998). 

83. Stephen R. Dunn, Michael L. Simenhoff, Kamal E. Ahmed, William J. Gaughan, 
Babikar O. Eltayeb, Mary-Ellen D. Fitzpatrick, Susan M. Emery, James W. Ayres, and 
Kris E. Holt, "Effect of Oral Administration of Freeze-dried Lactobacillus acidophilus 
on Small Bowel Bacterial Overgrowth in Patients with End Stage Kidney Disease: 
reducing Uremic Toxins and Improving Nutrition," Int. Dairy Journal 8, 545-553 

(1998) . 

84. Jacqueline Wardrop, Ahmad Bani Jaber, and James W. Ayres, "Multiple-Layer 
Compression-Coated Tablets: Formulation and Humidity Studies of Novel Chewable 
Amoxicillin/Clavulanate Tablet Formulations," Drug Development and Industrial 
Pharmacy 24(8), 729-736 (1998). 

85. E.B. Dogan, J.W. Ayres, and P.A. Rossingnol, "Behavioural Mode of Action of Deet: 
Inhibition of Lactic Acid Attraction,' 1 Medical and Veterinary Entomology 13, 97-100 

(1999) . 
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86. Syed A. Altaf, Stephen W. Hoag, and James W. Ayres, "Bead Compacts. II. Evaluation 
of Rapidly Disintegrating Nonsegregating Compressed Bead Formulations" Drug 
Development and Industrial Pharmacy 25(5), 635-642 (1999). 

87. Waranush Sorasuchart, Jacqueline Wardrop, and James W. Ayres, "Drug Release from 
Spray Layered and Polymer Coated Beads: Effects of pH and Comparison of Different 
Dissolution Mehods," Drug. Dev. Ind. Pharm. Oct., 1093-1098 (1999). 

88. A. Bani-Jaber 3 J. McGuire, J.W. Ayres, and M.A. Daesche, 'Efficacy of the 
Antimicrobial Peptide Nisin in Emulsifying Oil in Water," J. Food Sci. In press. 

89. Waranush Sorasuchart and J. W. Ayres, "Preliminary Bioequivalence Testing of Two 
Nicardipine HCI Sustained-Release Formulations with In Vitro/In Vivo Correlations," 
European Journal of Drug Metabolism and Pharmacokinetics, 26, 1-7 (2001). 



PATENTS 

- 1. U.S. 4, 237,888, Theodoro J. Roseman, Osmer C. Carpenter, Richard W. Baker and 

James W. Ayres, "Two-Membrane Medicated Device for Rate- 
Controlled Administration of Prostaglandins." 

2. U.S. 4, 282,255; U.S. 4, 382,965; Canadian 1, 158,190, Irish 50,289, New Zealand 

193,950; Australian 537,498 William E. Sandine and James W. 
Ayres, "Method and Starter Compositions for the Growth of Acid 
Producing Bacteria and Bacterial Composition Produced Thereby." 

3. U.S. 4, 308,867 Theodore J. Roseman, Osmer S. Carpenter, Richard W. Baker and 

James W. Ayres, "Two-Member Medicated Device for Rate- 
controlled Administration of Lipophilic Pharmaceuticals." 

4. Canadian 1, 189,008; New Zealand 199,834; Australian 554,023; Irish 52,268 

William E. Sandine and James W. Ayres, "Bacterial Growth 
Medium and Method of Use." 

5. Canadian 1, 194,437, William E. Sandine, Alan R. Huggins, James W. Ayres and 

Douglas L. Willrett, "Method for Producing Single and/or Mixed 
Strain Concentrates of Bacteria" (October 1, 1985). 

6. Canadian 1, 218,894, James W. Ayres, William E. Sandine and George Weber, 

"Propionates and Metabolites of Propionibacteria Affecting 
Microbial Growth" (March 1 0, 1 987). 

7. U.S. 4,581,359, James W. Ayres, "Pharmacological Treatments with N-7-Substituted 

Derivatives of Theophylline." 

8. European Patent Specification - 0 059 113 

Designated for France, Germany and United Kingdom, "Improved 
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Bacterial Growth Medium and Method of Growing Bacteria" 
(October 15, 1986). 

9. European Patent Specification - 0 022 341 

France, Germany and United Kingdom, "Method and Starter 
compositions for the Growth of Acid Producing Bacteria and 
Bacterial Compositions Produced Thereby" (January 20, 1988). 

1 0. U.S. 4,766,076, William E. Sandine and James W. Ayres, "Method and Buffered 

Bulk Starter Media for Propagation of Useful Bacteria" 
(August 23, 1988). 

11. U.S. 5,096,718, James W. Ayres, William E. Sandine and George H. Weber, 

"Preserving Foods Using Metabolites of Propiombacteria Other 
Than Propionic Acid" (March 17, 1992). 

12. U.S. 5,635,484, James W. Ayres, William E. Sandine and George H. Weber, 

"Propionibacteria Peptide Microcin" (June 3, 1997). 

13. U.S. 5707652, Alfred J. Lewy, Robert L. Sack, Keith A. Parrott, James W. Ayres, 

"Methods of Treating Circadian Rhythm Phase Disorders" 
(January 13, 1998). 

14. U.S. 5766623, James W. Ayres, Syed A. Altaf, Stephen W. Hoag, "Compactable Self- 
sealing Drug Delivery Agents" (June 16, 1998). 
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GRANTS AND CONTRACTS TO OREGON STATE UNIVERSITY 

NOTE: Page 12 contains a listing of research grants and contracts. These are not provided 
because many titles deal with proprietary projects funded by the drug industry. 

The total value of grants and contracts from 1970 through 1995 is over $4,000,000. 
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PRESENTATIONS 

1 . P.A. Laskar and J.W. Ayres, "Degradation Rate Studies with 1 ,3-Bis(2-Chloroethyl)-l- 

Nitrosourea (NSC 409962) in Aqueous Media" American Pharmaceutical 
Association, Academy of Pharmaceutical Sciences, Chicago, Illinois, August 3-8 
1974. 

2. J.W. Ayres , D. Lorskulsint and A. Lock, "Effect of Ointment and Suppository 

Formulations of Rectal Absorption and Distribution of Radioactivity using 
Benzocaine -^H in Rats," American Pharmaceutical Association, Academy of 
Pharmaceutical Sciences, San Francisco, California, April 20-24, 1975. 

3. P.A. Laskar and J.W. Ayres, "Degradation Rate Studies with l,3-Bis(2-chlorethyl)-l- 

nitrosourea (NSC 409962) in Mixed Solvent and Nonaqueous Media," Academy of 
Pharmaceutical Sciences, Atlanta, Georgia, November 16-20, 1975. 

4. J.W. Ayres, J.H. Block and V. Williford, "Quantitative Determination of Pentobarbital 

and Pyrilamine in Plasma by GLC," Academy of Pharmaceutical Sciences, Atlanta, 
Georgia, November 1 6-20, 1 975 . 

5. J.W. Ayres , L.M. Kuhl and P.A. Laskar, " In Vitro Diffusion of Benzocaine from 

Suppository Formulations," Academy of Pharmaceutical Sciences, Atlanta, Georgia, 
November 16-20, 1975. 

6. FT. Lindstrom and J.W. Ayres , "Diffusion Model for Drug Release from Suspension: 

I. Theoretical Considerations," Academy of Pharmaceutical Sciences, Atlanta, 
Georgia, November 1 6-20, 1 975 . 

7. J.W. Ayres, "Contact Lens Solutions," Oregon Optometric Association, Eugene, 

Oregon, April, 1975, and Oregon Optometric Assistants Association, Portland, 
Oregon, December, 1975. 

8. R.B. Walker, J.W. Ayres, J.H. Block and A.L. Lock. "l-Aryl-6.7- 

Dihydroxytetrahydroisoquinolines as Possible New Dopaminergic Agents," 
Academy of Pharmaceutical Sciences, Orlando, Florida, November 14-17, 1976. 

9. R.B. Walker and J.W. Ayres, "T-Butoxycarbonyl as a Convenient Protecting Group in 

Synthesis of Centrally Active Dopamine Derivatives," Academy of Pharmaceutical 
Sciences, Orlando, Florida, November 14-17, 1976. 

10. J.W. Ayres , V. Williford, A.L. Lock and F.T. Lindstrom, "Pentobarbital and Pyrilamine 

Pharmacokinetics and Rectal Availability In Rabbits," Academy of Pharmaceutical 
Sciences, Orlando, Florida, November 14-17,1 976. 

11. C.E. Mayo and J.W. Ayres , "Dyphylline (Single and Multiple Dose) and Theophylline 

Bioavailability and Pharmacokinetics in Rabbits " Academy of Pharmaceutical 
Sciences, Orlando, Florida, November 14-17, 1976. 
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12. J.H. Block , J.W. Ayres and C.E. Mayo, "HPLC Analysis of Dyphylline from Rabbit 

Plasma and Dosage Forms," Academy of Pharmaceutical Sciences, Orlando, Florida, 
November 14-17, 1976. 

13. J.W. Ayres, D.J. Weidler , J. Mackichan, E. Sakmar, M.R. Hallmark and J.G. Wagner, 

"Pharmacokinetics of Tolmetin With and Without Concomitant Administration of 
Antacid in Man," American Society for Pharmacology and Experimental 
Therapeutics, Ohio State University, Columbus, Ohio, August 21-25, 1977. 
Published in The Pharmacologist, 19, 127 (Fall 1977) Abstract No. 004. 

14. J.W. Ayres, D.J. Weidler, J. Mackichan and J.G. Wagner , "Circadian Rhythm of 

Urinary pH in Man With and Without Chronic Antacid Administration," American 
Pharmaceutical Association, Academy of Pharmaceutical Sciences, Phoenix, 
Arizona, November 13-17, 1977. 

15. J.W. Ayres , D.J. Weidler, E. Sakmar and J.G. Wagner, "Linear and Nonlinear 

Assessment of Tolmetin Pharmacokinetics," American Pharmaceutical Association, 
Academy of Pharmaceutical Sciences, Phoenix, Arizona, November 13-17, 1977. 

16. J.H. Block , H.L. Levine and J.W. Ayres, "The Assay of Pentobarbital-Pyrilamine 

Suppositories by Paired-Ion HPLC," American Pharmaceutical Association, 
Academy of Pharmaceutical Sciences, Phoenix, Arizona, November 13-17, 1977. 

17. Dyal C. Garg , James W. Ayres and John G. Wagner, "High Pressure 

Methylprednisolone in Human Plasma," Federation of Analytical Chemistry and 
Spectroscopy Societies, Detroit, Michigan, November 7-11, 1977. 

18. K.S Albert, J.W. Ayres , D.J. Weidler, E. Skamar, M.R. Hallmark, R.G. Stoll, K.A. 

DeSante, A.R. DiSanto and J.G. Wagner, "Influence of Kaopectate Concentrate?8b? 
on the Bioavalability of Digoxiri," Academy of Pharmaceutical Sciences, Phoenix, 
Arizona, November 13-17, 1977. 

19. James W. Ayres , Michael Freundlich, Sudesh Makker, James Easton, Margarette 

Hallmark, Thomas Sudds, Janis J. MacKichan and John G. Wagner, "A Clinically 
Significant Adverse Drug Interaction: Prednisone and Aminophylline," Academy of 
Pharmaceutical Sciences, Montreal, Canada, May 13-18, 1978. 

20. D.C. Garg , J.G. Wagner, J.W Ayres and K.S. Albert, "Determination of Adrenal 

Suppression Following Oral Administration of Multiple Doses of 
Methylprednisoloen," Academy of Pharmaceutical Sciences, Montreal, Canada, May 
13-18, 1978. 

21. J.G. Wagner, R.G. Stoll, D.J. Weidler, J.W. Ayres, M.R. Hallmark, E. Sakmar and A. 

Yacobi, "Comparison of the In Vitro and In Vivo Release of Digoxin from Four 
Different Soft Gelatin Capsule Formulations," Academy of Pharmaceutical Sciences, 
Montreal, Canada, May 13-18, 1978. 
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22. R.W. Baker , M.E. Turtle, H.K. Lonsdale and J.W. Ayres, "Development of a Zero- 

Order Estriol-Releasing Intrauterine Device," 5th International Symposium on 
Controlled Release of Bioactive Materials, National Bureau of Standards, 
Caithersburg, Maryland, August 14-16, 1978. 

23. James W. Ayres , Carolyn Chung and Thomas Huston, "Diethylpropion Hydrochloride 

Stability in Tablets," American Pharmaceutical Association, Academy of 
Pharmaceutical Sciences, Anaheim, California, April 21-26, 1979. 

24. D.L. Willrett, W.E. Sandine and J.W. Ayres, "Evaluation of a new pH-controlled bulk 

starter medium," Wisconsin Cheesemakers Assn. Meeting, October 31, 1979 (Lake 
Geneva, Wisconsin). 

25. James W. Ayres and Hua-Pin Huang, "Generic Tolbutamide Tablet Dissolution: Intra- 

lot and Inter-lot Variation," American Pharmaceutical Association, Academy of 
Pharmaceutical Sciences, San Antonio, Texas, November 9-17, 1980. 

26. S. Olson, J.W. Ayres , E.J. Antal and K.S. Albert, "Effect of Food and Tablet Age on 

Relative Bioavailability and Pharmacodynamics of two Tolbutamide Products," 
American Pharmaceutical Association, Academy of Pharmaceutical Sciences, San 
Diego, California, November 14-18, 1982. 

27. J.W. Ayres, D. Panomvana and J.H., Block, "Prodrugs of Dyphylline," American 

Chemical Society, Division of Medicinal Chemistry, Seattle, WA, Paper #46, March 
1983. 

28. Hua-Pin Huang and James W. Ayres , "Dyphylline Prodrug Hydrolysis in Rabbits and 

Human Plasma," American Pharmaceutical Association, Academy of Pharmaceutical 
Sciences, Miami Beach, Florida, November 13-17, 1983. 

29. James W. Ayres and Duangchit Panomvana, "Aqueous Stability of the Prodrug 

Dipropionyl Dyphylline," American Pharmaceutical Association, Academy of 
Pharmaceutical Sciences, Miami Beach, Florida, November 13-17, 1983. 

30. John L. Anderson and James W. Ayres , "Pharmacokinetic Investigation of a Potential 

Drug Interaction: Aminophylline and Prednisone. American Pharmaceutical 
Association, Academy of Pharmaceutical Sciences, Miami Beach, Florida, 
November 13-17, 1983. 

3 1 . J. Mark Christensen , Musa Ghannam and James W. Ayres, "Neutron Activation 

Analysis of Tablets to Evaluate Iron Absorption," American Pharmaceutical 
Association, Academy of Pharmaceutical Sciences, Miami Beach, Florida, 
November 13-17, 1983. 

32. J. Mark Christensen , Musa Ghannam and James W. Ayres, "Effects of Divalent Amino 

Acids on Iron Absorption in Rats," American Pharmaceutical Association, Academy 
of Pharmaceutical Sciences, Miami Beach, Florida, November 13-17, 1983. 
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33. J.W. Ayres, S.N. Rajagopal and W.E. Sandine , "Studies on Italian Starter Media," 6th 

Biennial Cheese Industry Conference, Logan, Utah, August 28-30, 1984. 

34. James W. Ayres and William E. Sandine. "The Role of Fermentation in Food Safety," 

1984 Agricultural Conference Days, Oregon State University. 

35. James W. Ayres , "Pharmacokinetics of Intravenous Dyphylline and Concomitant 

Theophylline," Invited Speaker Western Regional APS/APhA meeting, Orange 
County, California (1984). 

36. Chandrahas G. Sahajwalla and James W. Ayres, "Single Dose Vs Steady State 

Pharmacokinetics of Acetaminophen: Preliminary Results," Western Regional 
APhA Academy of Pharmaceutical Sciences Meeting, Reno, Nevada, Feb 7-9, 1986. 

37. W. Tavapatana and J.W. Ayres, "Etophylline and Theophylline Pharmacokinetics when 

administered concomitantly in Rabbits," Western Regional APhA Academy of 
Pharmaceutical Sciences Meeting, Reno, Nevada, Feb 7-9, 1986. 

38. Chandrahas G. Sahajwalla. James W. Ayres and William E. Sandine, "Dimethyl 

Fumarate and Propionic Acid as Potential Antimicrobial Medicinal Agents," 
American Association of Pharmaceutical Scientists, Washington, D.C., Nov 2-6 
1986. 

39. Marie T. Borin . Biopharmaceutics and Bioanalytical Research Unit, The Upjohn 

Company, Kalamazoo, MI 49001 and James W. Ayres, "Single Dose 
Pharmacokinetics of Acetaminophen After Oral Administration," American 
Association of Pharmaceutical Scientists, Washington, D.C., Nov. 2-6, 1986. 

40. Chandrahas G. Sahajwalla and James W. Ayres, "Multiple Dose Pharmacokinetics of 

Acetaminophen After Oral Administration," American Association of 
Pharmaceutical Scientists, Washington, D.C., Nov. 2-6, 1986. 

41 . Shyi-Feu Chang and James W. Ayres, "Formulation and In Vitro Dissolution of 

Sustained Release Dyphylline Tablets," American Association of Pharmaceutical 
Scientists, Washington, D.C., Nov. 2-6, 1986. 

42. Shyi-Feu Chang and James W. Ayres, "Pharmacokinetics and Bioavailability of 

Crushed Sustained-Release Dyphylline Tablets," American Association of 
Pharmaceutical Scientists, Washington, D.C., Nov. 2-6, 1986. 

43. Shyi-Feu Chang and James W. Ayres, "Pharmacokinetics and Dyphylline Following 

Inhalation in Rabbits," American Association of Pharmaceutical Scientists, 
Washington, D.C., Nov. 2-6, 1 986. 

44. W. Tavipatana and J.W. Ayres, "Proxyphylline and Theophylline Pharmacokinetics 

when Administered Concomitantly in Rabbits," American Association of 
Pharmaceutical Scientists, Washington, D.C., Nov. 2-6, 1986. 
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45. M. Hossain , W. Tavipatana and J.W. Ayres, "Gastrointestinal Transit of Non- 

disintegrating, Non-erodible Dosage Forms in Pigs," American Association of 
Pharmaceutical Sciences, Western Regional Meeting, Reno, Nevada, Jan. 31 -Feb. 3, 
1988. 

46. J.W. Ayres, L. Kroshavi, S.N. Rajagopal, M. Matalon and W.E. Sandine , "Studies on 

Thermophilic Rod-Coccus Bulk Starter Media," 8th Biennial Cheese Industry 
Conference, Utah State University, Logan, Utah, August 23-25, 1988. 

47. Huey-Yuh Hsu, John E. Kalns and J.W. Ayres , "Chlorpheniramine Dissolution and 

Relative Bioavailability," American Association of Pharmaceutical Scientists, Oct. 
30-Nov 3, 1988, Orlando, Florida, Pharmaceutical Research, 5(10), Oct. supplement, 
S-59. 

48. L.J. Mansell and J.W. Ayres, "Effect of Bed Temperature Relative to Glass Transition 

Temperature and Coat Quality of Polymer-Coated Beads," American Association of 
Pharmaceutical Scientists, Oct. 30-Nov 3, 1988, Orlando, Florida, Pharmaceutical 
Research, 5(10), Oct. supplement, S254. 

49. M. Hossain and J.W. Ayres, "Factors Which Influence Water-Based Coating," 

American Association of Pharmaceutical Scientists, Oct. 30-Nov 3, 1988, Orlando, 
Florida, Pharmaceutical Research, 5(10), Oct. supplement, S-254. 

50. S.Y. Lin , J.W. Ayres, W. Winkler, and W.E. Sandine, "Lactobacillus Tablet Effects on 

Cholesterol: In vivo Results," Western Regional American Association of 
Pharmaceutical Scientists, Reno, Nevada, Feb. 26-March 1, 1989. 

5 1 . S.Y. Lin , Tian- Wei Chou and J.W. Ayres, "Calcium Alginate Beads in Sustained 

Release Drug Delivery," American Association of Pharmaceutical Scientists, Reno, 
Nevada, Feb. 1989. 

52. S.Y. Lin , and J.W. Ayres, "Calcium Alginate Beads for Colonic Drug Delivery," 

American Association of Pharmaceutical Scientists, Atlanta, Georgia, Oct. 22-26, 
1989, Pharmaceutical Research, 6(9), PD887, S-98 (1989). 

53. LJ. Mansell and J.W. Ayres, "Factors Affecting Acetaminophen Release from 

Polymer-Coated Beads," American Association of Pharmaceutical Scientists, 
Atlanta, Georgia, Oct. 22-26, 1989, Pharmaceutical Research, 6(9), PD874, S-95 
(1989). 

54. L.J. Mansell and J.W. Ayres, "Effect of Multiple Polymer Film Layers on 

Acetaminophen Release," American Association of Pharmaceutical Scientists, 
Atlanta; Georgia, Oct. 22-26, 1989, Pharmaceutical Research, 6(9), PD869, S-94 
(1989). 

55. Shun Y. Lin and James W. Ayres, "Calcium Alginate Beads in Controlled Drug Deliver 

Systems - Part II," American Association of Pharmaceutical Scientists, Reno, 
Nevada, Feb. 25-28, 1990. 



JAMES W. AYRES 
Page 18 



56. Mohammad Hossain and James W. Ayres, "Pharmacokinetics and Pharmacodynamics 

Application in Controlled Release Dosage Form Design," American Association of 
Pharmaceutical Scientists, Reno, Nevada, Feb. 25-28, 1990. 

57. Stevens RE, Pearson EG, Riebold TW, Christensen JM, Ayres JW, "Determination of 

Theophylline and Dyphylline Concentrations in CSF and Plasma When 
Administered Concomitantly and Alone in Horses. Annual Meeting American 
Association of Pharmaceutical Scientists, Reno, NV 1990. 

58. W.E. Whitehead, M.E. Matalon, J.W. Ayres and W.E. Sandine . "Evaluating 

Performance of Thermophilic Coccus-Rod Cultures," Proceedings, 28th Annual 
Marschall Italian Cheese Seminar, Madison, Wisconsin, Sept. 1 1-12, 1991. 

59. M.L. Simenhoff , S.R. Dunn, G. Zoliner, W.E. Sandine and J.W. Ayres, "Uremic 

Pathophysiology: Biomodulation in Dialysis Patients," Xllth International Congress 
of Nephrology, Jerusalem, Israel, June 13-18, 1993. 

60. M L. Simenhoff, S.R. Dunn , M.-E. Fitzpatrick, S. Emery, W. Sandine and J. Ayres, 

"Metabolic and Nutritional Consequences of Contaminated Small Bowel Syndrome 
(CSBS) in Chronic Renal Failure (CRF) Using Freeze-Dried L. acidophilus (LBA)", 
American Society of Nephrology, 27th Annual Meeting, October 26-29, 1 994. 

61. Stephen R. Dunn . Michael L. Simenhoff, William E. Sandine and James W. Ayres, 

"Oral Freeze Dried Lactobacillus acidophilus Reduces Endogenous Formation of 
Dimethylamine (DMA) and the Corresponding Carcinogenic Nitrosamine (NDMA) 
in Hemodialysis Patients," 19th Annual Meeting, American Society for Preventive 
Oncology, Houston, Texas, March 10, 1995. 

62. Jacqueline Coll , James W. Ayres, "Pharmacokinetics and Bioavailability of a Novel 

Amoxicillin/Clavulanate Chewable Tablet Formulation," American Association of 
Pharmaceutical Scientists, Seattle, Washington, October 27-31, 1996, 
Pharmaceutical Research, Vol. 13 (No. 9) S-458 (1996). 

63. J. Konsil, K.A. Parrott, R.L. Sack, A.J. Lewy, and J.W. Ayres, "Modeling of Melatonin 

Plasma Profiles from Urinary 6-Sulphatoxymelatonin," American Association of 
Pharmaceutical Scientists, Seattle, Washington, October 27-31, 1996, 
Pharmaceutical Research, Vol. 13 (No. 9) S-448 (1996). 

64. Shivakumar G. Kapsi. Jacqueline Wardrop, and James W. Ayres, "Development and 

In- Vitro testing of a Gastric Retention Device," American Association of 
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